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whether or not the individual has exe-
cuted an advance directive. 

(3) Standard: Submission and investiga-
tion of grievances. (i) The ASC must es-
tablish a grievance procedure for docu-
menting the existence, submission, in-
vestigation, and disposition of a pa-
tient’s written or verbal grievance to 
the ASC. 

(ii) All alleged violations/grievances 
relating, but not limited to, mistreat-
ment, neglect, verbal, mental, sexual, 
or physical abuse, must be fully docu-
mented. 

(iii) All allegations must be imme-
diately reported to a person in author-
ity in the ASC. 

(iv) Only substantiated allegations 
must be reported to the State author-
ity or the local authority, or both. 

(v) The grievance process must speci-
fy timeframes for review of the griev-
ance and the provisions of a response. 

(vi) The ASC, in responding to the 
grievance, must investigate all griev-
ances made by a patient or the pa-
tient’s representative regarding treat-
ment or care that is (or fails to be) fur-
nished. 

(vii) The ASC must document how 
the grievance was addressed, as well as 
provide the patient with written notice 
of its decision. The decision must con-
tain the name of an ASC contact per-
son, the steps taken to investigate the 
grievance, the results of the grievance 
process, and the date the grievance 
process was completed. 

(b) Standard: Exercise of rights and re-
spect for property and person. (1) The pa-
tient has the right to— 

(i) Exercise his or her rights without 
being subjected to discrimination or 
reprisal. 

(ii) Voice grievances regarding treat-
ment or care that is (or fails to be) fur-
nished. 

(iii) Be fully informed about a treat-
ment or procedure and the expected 
outcome before it is performed. 

(2) If a patient is adjudged incom-
petent under applicable State health 
and safety laws by a court of proper ju-
risdiction, the rights of the patient are 
exercised by the person appointed 
under State law to act on the patient’s 
behalf. 

(3) If a State court has not adjudged 
a patient incompetent, any legal rep-

resentative designated by the patient 
in accordance with State law may exer-
cise the patient’s rights to the extent 
allowed by State law. 

(c) Standard: Privacy and safety. The 
patient has the right to— 

(1) Personal privacy. 
(2) Receive care in a safe setting. 
(3) Be free from all forms of abuse or 

harassment. 
(d) Standard: Confidentiality of clinical 

records. The ASC must comply with the 
Department’s rules for the privacy and 
security of individually identifiable 
health information, as specified at 45 
CFR parts 160 and 164. 

[73 FR 68812, Nov. 18, 2008] 

§ 416.51 Conditions for coverage—In-
fection control. 

The ASC must maintain an infection 
control program that seeks to mini-
mize infections and communicable dis-
eases. 

(a) Standard: Sanitary environment. 
The ASC must provide a functional and 
sanitary environment for the provision 
of surgical services by adhering to pro-
fessionally acceptable standards of 
practice. 

(b) Standard: Infection control program. 
The ASC must maintain an ongoing 
program designed to prevent, control, 
and investigate infections and commu-
nicable diseases. In addition, the infec-
tion control and prevention program 
must include documentation that the 
ASC has considered, selected, and im-
plemented nationally recognized infec-
tion control guidelines. The program 
is— 

(1) Under the direction of a des-
ignated and qualified professional who 
has training in infection control; 

(2) An integral part of the ASC’s 
quality assessment and performance 
improvement program; and 

(3) Responsible for providing a plan of 
action for preventing, identifying, and 
managing infections and commu-
nicable diseases and for immediately 
implementing corrective and preven-
tive measures that result in improve-
ment. 

[73 FR 68813, Nov. 18, 2008] 
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